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REMARKS 



Status of the Claims 

Claims 1-11 are currently pending. In the present Response, claims 1-9 are cancelled; 
claims 10-11 are amended; and new claims 12-19 are added. Thus, after entry of these 
amendments, claims 10-19 are presented for consideration. 

Pursuant to the Office Action, claims 1-5 remain rejected under 35 U.S.C. §101 for 
allegedly being directed to non-statutory subject matter. Claims 1-1 1 remain rejected under 35 
USCgin.firstparagraph.forallegedlyno.enabUngapersonsktlledinmearttowh.chtt 

pertains, or with which it is most nearly connected, to make anduse the invention commensurate 

the subject matter which applicant regards as the invention. 
Support for the Claim Amendments 

Support for newclatms drawn to an isolated mouse strain from BALB/C mice having the 
tt aitofdeve,opingnatura.onse,of— 

specification, in particular, support can be found, i^ia, in Example U on page 6, hnes 3-10, 
InExamplesZto^andFiguresl.^.T.Ml^dlMfi. Support for new Cms town to 
methods forproducingamouse strain from BALB/C mice comprising a trait of developmg 

claims whichinclude tire symptoms of rheumatotd arthritis canbe found, ^e^onpageJ, 
line 25, to page 4, iine 14; in Examples 1 to 9; and Figures 1, 3, 5, 7, 9, 11, and 13-15. 

Applicant respectfully requests entry of the amendments set forth in this response under 
37 CFR §1 116. The amendment places the case in condition for allowance and places the case 
better condition for appeal; the amendment does not raise »y issues of new matter; a*d, the 
amended andnew claims do notpresent new issues requiring farther consideration or search. 
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Rejection under 35 U.S.C. §101 

Claims 1-5 remain rejected under 35 U.S.C. §101 for allegedly claiming an invention 
^ectedtonon-statutorysub.ectmatte, Applicant respectMly traverses this r,^ 
in order to further prosecutionofthepresenta^^^ 
prejudice. 

Apphcanthas added new independent claim 12 and dependent Cairns 13 to 14. To the 

following reasons for the patentability of the claims. 

The Office Action states that to be patentable, claims cannot read on a product of natur. 
Applicant respectfully subm.ts that Applicant's claimed isolated mouse s»in is no, a product of 
„le. mother words, theclaimed mouse strain has been altered by the hand of man. 

As stated in the specification, and declared in the Ruie 132 Declaration (submitted 

dieLuponrnanipulationofthe — ^^^"^'^^^ 
spontaneouslydeve.opauto—disease.Therefore.randommatmgsofBALB/C^ 

Applicant interbredthepurchasedBALB/C mice inaclosed colony for nearlyayear and 

Icia, nvironment createdbythe Applicant was the -hand of man" that gave nseto. new 
have been produced. 
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i f *, Office Action it is alleged that the "female mouse (SKG mouse) was 
swelling Declarant Sakaguchi indveates that the male mouse also bore the — >' F 

Applicant's claimed invention. 

Anplican. further submits that by carefully monitoring the offspring and selectively 

showthat.hepaten.miceweredistinctftomtheoriginalmouses.ram. 

B ALB/C mice were mated m an artiticiany , 
Applicant's claimed mouse strain. 

elearlydistinguishesmeNSa/ICRhairlessmicefromtheongmallCRmousemth 
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NS-HMCRh^n*,™^*.^ infection , M oH^H.pylon 
patented mice were obtained are distinct. 

na rT 

distinctftommeoriginalmousestraintosatisfytherequirementsofsecuonioi. The 

strain from the original BALB/C mice. 

The Office Action, on page 3, first full paragraph, alleges that the specificationdoes not 

I X Applicant firs, wishes to point on, that ^ernouse detected in AppHcant, colon, (the 

after nearly a year and a half of inbreeding. 

!-L nolalBALB/CnousestrarnandnotberweenApplicanfsclaimedmousestra, and 
r^Iewithnaturalonsetofrhe—a^ 

Fin al ly ,,hespecificat^^ 

Examples 2-5 and Figures 1-13 show the differences between the forelegs and hrndlegsofa 

1 q a t R/r mice and the claimed mice. 1 nus, tne 
>logical differences between normal BALB/C mice ana tne 
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Applicant's claimed strain over the normal BALB/C parent stram. 
allowance. 

Rejection under 35 U.S.C. §112, first paragraph 

ofautoimmune arthritis, and methods for producing and using the mouse stram. 

Applicant, inorder to further prosecution of this application, has canceiled claims 1-9, 

IpectMlysubmrtsthatt^^ 

Rejection under 35 U.S.C. §112, second paragraph 

C,ai m sl-nrema»rejectedu„der35U.Sr. §1 12,secondparag ra ph,for« b ein g 

" ^^^^^^^"^^^ 

applicant regards as the invention. 

, 1 ■ 11*68 an d 10 remain vague and indefinite by 
The Office Action alleges that claims 1,3,5, 6, 8, and iu rem 

rejection has been overcome. 
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The Office Action alleges «ha. data 10 remains confusing because it is unclear how 

rejection has been overcome. 

by the phrase "derived from." As Applicant has cancelled claims 1 and 6, Applicant submits that 

this rejection has been overcome. 

respectmllyrequestsrcconsiderationandwimdrawaloftherejectionbasedu^ 
second paragraph, as applied to remaining claims 10-11. 

CONCLUSION 

Claims 1-11 spending in the application. Claims 1-9 have been cancelled; claims 10 
andllhavebeen amended; andnew claims 12-19havebeen added by the present Response. 
Accordingly, claims 10-19 are presented for consideration. 

foregoingreasons and amendments and respectmlly submits that the claims are in condtUon for 

llance. ^B^^^^^^*"""^ 

Lecutionofthepresent application, the undersigned attorney would welcome me opp rtumty 

in condition for allowance. 

Attached isamarked-upversionofthechangesbeingmadeby the current amendment. 
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Apphcan. believes that no fees axe necessitated by the present Response. However,i„ the 
event any fees are due, the Commissioner is hereby authorized to charge any such fees to 
Deposit Account No. 06-1050. 



Respectfully submitted, 



Fish & Richardson P.C. 
4350 La Jolla Village Drive, Suite 500 
San Diego, California 92122 
Telephone: (858) 678-5070 
Facsimile: (858)678-5099 
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In the claims: 
Claims 1-9 have been cancelled. 
Claims 10 and 1 1 have been amended as follows: 

10. (Amended) A method of identifying a therapy that decreases a symptom of 

rheumatoid arthritis comprising: 

(a) ,..^ r . ™„«. of the isolated mouse strain of claimlj with a potential therapy, 

aI, ' i (b) deternuningwhetherftepotentialteapyde^^ 

arthritis [autoimmune arthritis] in the mouse [wherein identification of a potential therapy that 
toes a symptom of autoimmune arthritis in the mouse identifies a therapy that decreases a 
symptom of rheumatoid arthritis]. 

1 1 (Amended) The method of claim 10, wherein the symptom is selected from the 
group consisting of arthritis in a foreleg or hind leg joint, join, stiffening, apj~o», 
ly mphocyte infiltration into [of] joint carti.age or bone, destruction of joint cartilage or bone, 
, 1 , nf rh-it " ™ autoantibody a .ainst type 11 colla R en, and 

hypergamma globulinemia . 



